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liNl'l'J.;I> $"'1".Vl'l-:S E~Vll{ONMENT,\I., l•HOTl-;CTION AGENCY 
WAS H 1N"GTON. O.C. 204()0 

OFFICE OF 
CHEMIC/\L..SJ\FJ:TY AND 

POLLUTION PREVENTION 

Tuesday. May 24, 2016 

MEMORANDUM 

Subject: 

From: 

Through: 

Acute Toxicity Review for EPA Reg. No.: 88049-2 
DP Barcodc: D432810 
Product Name: 2.2% Sodium Hypochlorite Solution 

Ian Blackwell, Biologist 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510P) 

Karen Hicks, Te,,m Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (75IOPJ 

c_Qf) 

To: Dcmson Fuller, PM 32/ D01111a Knmarei 
Rcgulatory Management Branch 
Antimicrobials Division (75IOP) 

Applicant Ameriplus, Inc. 

FORMULATION FROM LABEL: 
PC Code 
014703 

Active lagu:dionU;;J: 
Sodium hypochlorlle 
Other ln&rcrfirnt(:-}: 
Total: 
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BACKGROUND: Ameriplus, Inc. has submillcd two new acute toxicity 
s tudies lo support a labeling/ Signal Word ch.ingc for "2.2% Sodium 
Hypochlorite Solution" . l'roduct Safety Labs conducted these eye and skin 
irritation studies. 

The Chemistry and Toxicology Team (Cll) conducted an acute toxicity 
review of 88049-2 on 5/6/201 I The results of that review were· . . 

Study 
MRID Toxicity 

Study Status 
Number Cateszory 

Acute Oral Toxicity 48359$03 IV Acccotable 
Acute Dermal Toxicity 4S359SOI JV Acceptable 

Acute lnh.1lation Toxidtv 48359805 JV Acccotable 
Primary Eve Irritation None I Wai\'cr 
Primary Skin Irritation 48359806 I Acceptable 
~rmal Sensitization 48359807 Nonsensitizer Acceptable 

LI RECOMMENDATIONS: 

1. each of the six stud ies is acceptable. 

Th R c acute toxicitv orofilc for ~PCtistration Number 88049-2 is currently: 

Study 
MRID Toxicity 

Study Status 
Number Cates::orv 

Acute Oral Toxicitv 48359803 IV Acccotablc 
Acute Dermal Toxicity 48359804 IV Acceptable 

Acute Inhalation Toxicitv 48359805 IV Acceptable 
Primarv E1·e Irritation 49864401 IV Acceptable 
Primary Skin Irritation 49864402 III Acceptable 

Derma.I Sensitization 48359807 Nonscnsitizcr Acceptable 

111 LABELING: 

I. CTT changes the Sign al Word to "CAUTION". 
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2. The Precautionary Statements must state: 

"Avoid contact with skin or clotrung. Wash thoroughly with soap and 
water after handling .ind before eating, drinking, chewing gum,. using 
tobacco or using the toilet." 

3. The 1:irst Aid statement must st.1tc: 

If on Skin: 

• Take off contaminated clotrung. 
• Rinse skin immediately \\ith plenty of water for 15-20 minutes. 
• Call a poison control center or doctor for treatment advkc. 

4. 11\C registrants may use toxicity category Ill precautionary statements 
and/or first Aid statements if they wish. 
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DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (§81-4, 870,2400) 

Product M;mager: 32 
MRID No.: 49864401 

Reviewer. I. Bl,1ckwell 
Study Completion D•te: 2/25/2016 

Lab Study No.: 42520 
Tesling Loboratory: Product Safety Lobs 

Author(s): /ennifer Durando, B.S. 

Qu•lity Assurance (40 CFR §160.12): Included 

Test Materi•I: 2.2% Sodium liypo<hlorite Solution, Reg, No. 86049·2 
Dosage: 0. I mL 

Species: New Zealand Albino r.Jbbit 
Weight: 2107-2388 g 
Source: Robinson ServlCiS, Inc. 

Summary: 
I. Toxicity Category: IV 

2. Cfass ification: Accept3blc: 

Procedu1e (Deviations From §81-4): none 

Results· ' 

Sex: 3 females 
Age: 12 w1.-cks 

(numbtt "posilive"/numbtt tested) 

Hour Days 
Observations 

1 1 2 3 4 7 

Corneal Oo;1;citv 0/3 0/3 0/3 0/3 0/3 

Iritis 0/3 0/3 0/3 0/3 0/3 -· 
Coniunctivae 

Redness 0/3 0/3 0/3 0/3 0/3 -
Che.mosis 3/3 1/3 0/3 0/3 0/3 -
Discharge 0/3 0/3 0/3 0/3 0/3 -

• • • 0 no observations .1t thi_,;; point 
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500) 

Product Manager: 32 
MRID No.: 4986-1402 

Tes ting laboratory: Product 5.lfety Labs 
Study Director: Jenn1fo.r Durando, B.S. 

Reviewer:. I. Bl3ckwdl 
Study Completion Date: 2/25/2016 

Lab Study No.: 42521 

Quality Assur•nce (40 CFR §160.12): Included 

Tes t M•lerial: 2.2% Sodium Hypochlorite Solution, Reg. No. 88049-2, pH I 1.5• 12.5 
Dos• gc: 0.5 m L 

Species : New Ze,1l.1nd Albino r-.tbblt 
Weight: 2233-2367 & 
Source: Robinson Services, Inc. 

Summa.ry: 

1. Toxicity C..legory: Ill 

2. Cl.us ifico1tion: AC'C'('pt.1ble 

Procedure (Deviations From §Sl-5): 

Age: 12 wee.ks 

ResuJls: One hour after CX-po.)7Jre, 1/3 animals displayed moderate-to-severe erythema. 
2/3 \'Cry slight erythema and 3/3 had s light cdem:1. Twenty-four hourS after exposure, 
l/3 animals hnd severe erythema, 1/3 moderate-to-severe erythema and 1/3 very slight 
erythemJ. forty•eight hours a(tcr exposure, 1/3 animals had seve re erythcma, 2/3 
modcratc-to-.scvcrc crythem,1~ 3/3 hild no edema. Se\•enty-t,,·o hours after the o-posurc 
to the test m.1teri.1.I, 3/3 anini;,ls displayed moderate crythcma with no L-dcma. Seven 
i'lnd ten day:,; after exposure, 1/3 animals displayed very slight erythema , .. '1th or without 
dl!!'>Cluamation .ind small .ueas of eschJr. 

Speci~I Comments: None 
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